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Victoria L. Lutwak

Division of Dietary Supplement Programs (HFS-822)

Office of Nutritional Products, Labeling and Dietary Supplements
Center for Food Safety and Applied Nutrition

Food and Drug Administration

Harvey W. Wiley Federal Building

Room 4D022

5100 Paint Branch Parkway

College Park, MD 20740- 3835

Re: Premarket Notification of Synthetically Made Hydroxycitric Acid

Dear Ms. Lutwak:

Shannon Minerals Ltd., located in Limerick, Ireland, submits the enclosed notification of a
new dietary ingredient, synthetically made hydroxycitric acid, pursuant to 21 C.F.R. § 190.6. An
original and two copies of the notification are submitted. The company is the manufacturer of a
dietary supplement, which contains the new dietary ingredient.

While Shannon Minerals Ltd. is the submitter, any questions and all other communications
about the notification may be directed to me as the agent/attorney representing the company in the
U.S. My contact information is:

Michael J. O’Flaherty

Olsson, Frank and Weeda, P.C.
1400 - 16th St., N.W., Suite 400
Washington, D.C. 20036-2220
Tel: 202/518-6320

Fax: 202/234-2686

E-mail: moflaherty@ofwlaw.com
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The notification forwards evidence of safety establishing that the dietary ingredient, when
used under the conditions recommended or suggested in the labeling of the dietary supplement, will
reasonably be expected to be safe by providing the Food and Drug Administration with information,
including citations to, and copies of, published articles, which are the basis on which the
manufacturer has concluded that the dietary supplement containing the dietary ingredient will
reasonably be expected to be safe. See generally 21 U.S.C. § 350b(a)(2).

Thank you and Dr. Linda Pellicore for your attention to, and advice on, this matter.

Best regards,

—
W %{7 o9u7
Michael J. O{Flaherty

Counsel to Shannon Minerals Ltd.
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